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rErrret? sfta; thR TOTO 

(npiTO faTOT) 

gf 7 1 09 4 

370 (*f) : -«Vffe afa TOTTO mmfY fmnr, 
1645 «i “frt TfvfTO toSt i fro; TOmr fmmt w imm sfarfa 
<rfU srem mmfY Trfaftmr, 1940 (1940 23 ) *Y am 

12 «jVt API 23 ^ srttSn^HTC, TOtTT * TOTO, ^WTOTW, TOT 
2 , 3 , tot* (i), mfta 2 afo, 1993 *r tottt ttoto 

% wrfm sftr qforn: *toji *f5nroT (ttoto frw) ^ sffa- 

yi|j|l ITT.^iT.f^T, 364(4f), 010<* 2 wfttT, 199 3 STtT 

n^iftra frm urn m, famf mr totY % fror* totSt 

j^n^j ^ ^ tottot & tot Sr farmrr toto *Y nfinrt 
5POT *Y gwra * «t* «ff, m fro ifY TOifir *Y mnftr 
% ^ wrebr aftr: ?nw atfY m? «n 

3f^ *pTO n5Y srfmrt 22 ^rrf, 1093 TO «n TO 3TW 
srna tJY «r{ «ff 1 

sjYt TOTOa toto TO tot srr'm famff ^ S| toth ir 

TOt TOTO m TOT ft % I 

Wi • W/ %gfm ipwtt, tot afafamr TO tot 12 TO* 
nro 3 3 bttt wt TOTOTO to TOm tottY f 7 , TOafa eT^4Y^Y 
totti? 5 f mtf * totto toot 1 =f tocttt TOTOr aftr mrm mmfr 

frwn, 19 4 5 TO TOt gTOFT TOTO % far 7 fTOTfgftm (TO «RT?fY 


'■ ( 1 ) TO famrf to gram mg siVife arYr snim iirmir 
(73 ?fY*riT tftrYspr) 1994 S; 1 

(2) it v?m Sr irm^nT i?Y ?iTfta tt ir^n ?w 1 

2 'aftt inrm wmfY fSnrir, 1945 Sf wtf ?rr%- 
oiRTEr to ppppp Tjfr ipn ^) <pY Sr, ‘'etrt g( 2), 12 
aflr 33 ” TOtj sftff tfrr ip- pipK qrr, fTOf^rftrr wr 

onqj|i, wiY^:— 

"aKT 6 ( 2 ), 12, 33 sfrr (33) {t}" 

3, TOT Pwr % fVfiT 127 Sf "HTrfaT T'l" wY4fr % HY% *Y 

afrfeifi fTOfifer srfVffej afir >Y afrfY arirrafr, — 

“=fr w=rr wmBT" 

4. TO Yw % ;r^ 18 Sf, “aiVfftr % ’TPr" <wf if T-n^ 

<44 “•jfHfasrrniH nFnfY % ^rm" ?i5? ~m wt^sy i 

s. to fSm ”fr 2 0-15 if, '‘tRstfa- apt ?m’ ifttfir ir 
$ vfr%, «pr rf. s wx ^Sr fT^fsnr Erfer^' ^ nw, fTRt^rf’TT 
afETlWlSra Iw ^TTITETT, OTl?T:— 

'‘^TrfSrmrfr srpifar ^r cufr^r fwufY?r -W *b jjsit Sf 
gYfY tY 4‘ i m Sr unrf g^iT fwferr Sr dflin irTfawn vr 
^TT I iTTt % TO if iflf Tfr^fT TOT ^ ^st TF4 yj'JMpT 

7941 ctttYw &, fsnort ‘tYtoet ifrrrT ir rr^r f^r ^ <fr*r W 
if qYs^fro tot ^ tot tY tpjatto si rfTOfl Sr >rf -r 
<h tfY >it 5Y, rfR mg >PY rrra'F^g rmfg % fmf fTOmm gmfY 
mr^ i" 


( 1 ) 
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6. TO frrpr % 9HH 2 6 3, TH Tf5TtTT 2 arfr TJjrf Ha far 
srfrfeHt *c tto, frprfrtera afTPTTfEr fan httot, hhEt— 

“ 3 . afWftprr % mw (hwh ht fprm fafiftre tE) 

--i" 

7- HTH 26-T 3, ’Err Wi; 2 aftr 37E? 7f?ftET HPrfcrt fi 
T 5 HTT fmftTflFT SfcTTHTfar fan non, HHfr:— 

" 3. 3fMOTT % HPT (WtEh HT THTTT' E<fTfi» r -3 tE) I 

[H. "W 1101 l/e/92 iY.irJT.Wfr. tfaTY.tJTJ. (o)] 
yjw^fT ■oj. rfan hEtt 

sffafw sftr wm nunf fm, 19 •is, 1 - 5-79 ttt an 
rmlftpr m q he oRte hctth (pttw fanr) 
TTTCT? if %TT^ 3 fE)ftr afE HHim *rmfY, Hftrfmr afE fm 
( t fY.fr.jft.n*r.) hY rrfHftrfr &i rmmir ttt 

fron h nm E mm htt 2 , Tfr (,t) ( 1 ) h s hiE ft 

fmfrfsH Hfu^mTHf 3ET wiftn fax.; an 8; i 

1. Trr.Hn-.fYr. 1241 TTfrrr e-10-1979 
2 tit. qn.fT. 1242 tEW e-i0-1479 
3. rrr.4rr.fr. 1243 trEt 6-10-79 
4 rrr.TTi.ffr. 12s 1 rntw 12-10-79 
5. rrr.Trr.fr. 432 rrrffsr 19-4-80 
k. rrr.«pr!fr. 779 nEttr 26-7-80 
7. rrr.TT.fr. 540 (h) TTffr 22-9-80' 

h\ TTT.TT.fr. 580 (h) mffar 5-1 2-SO ' 

9. rrr.TT.fr. 681 (h) httYtt 5-12-so ' 

10 . TTr.TT.fT. 682 (h) TEjTT 5-12-80 
ii- rrr.TT.fr. 27 (h) tEEt 17 - 1 - 81 ’ 

12 . rrr.TT.fr. 47a (h) ftttEj o-s-si 

13. rrr.Trr.fr. 62 (n) tthTt is- 2-82 
M HT.TT.fr. 462 (h) tEEt 22-6-82 
15 . rrr.TT.fr. 510 (n) tEEs- 20 - 7-82 
1 6. rrr.TT.fr. 13 (h) orffr 20 - 7-92 

17 . rrr.Trr.fr. 31 8 (h) tEEit 1 - 5-94 

18. HT.TT.fr. 331 (tt) HTffj 8-5-8 4 

19. rrr.<rr.fr. 460 (h) itEYh 20 - 6 -S 4 

20. HT.TT.fr. 487 (H) TEEt 2-7-8 1 

21. HT.TT.fT. 89 (h) tEEt 16-2-85 

22. HT.TT.fr. 788 (h) hEYh 10-10-83 

23. HT.TT.fr. 17 (h) tEEt 7-1-84 

24. rrr.TT.fr. 1049 (h) tEYu 29 - 5-86 

25. rrr.TT.fr. 1060 (h) TREj 5-9-86 

26. rrr.TT.fr. ills (h) trEt 30 - 9-86 

27. HT.TT.fr. 71 (h) tEEt 30-1-87 

28. rrr.TT.fr. 570 (h) ciEfr 12 - 6-97 

29. rrr.TT.fr. 626 (h) mfOr 2 - 7 - 87 , 

30 . rrT.TT.fr, 792 (h) trE? 17 - 0-97 

31 . rrr.TT.fr. 371 (n) tEEj 14 - 3-88 

32 . HT.TT.fr. 75 (h) Hrfft 2-6-38 


3 3 HT.TT.fr. 
34 HT.TT.fr. 

3 5. HT.TT.fr. 

36. HT.TT.fr. 

37. HT.TT.fr. 

33. HT.TT.fr. 

34 . Hr.TT.ff 

4 0. HT.TT.fr. 

41. HT.TT.fr. 

42. HT.TT.fT. 

43. HT.TT.fT. 
<14- HT.TT.fT. 
45. HT.TT.fT. 

4 6. HI. TT. fr. 

47. HT.TT.fT. 

48. HT.TT.fT. 

49. HT.TT.fT. 

50. HT.TT.fT. 

51. HT.TT.fT. 

52. HT.TTi.fr. 

53. HT.TT.fT. 

54. HT.TT.fr. 

55. HT.TT.fT. 

5 h« HT.TT.fT. 

5 7. HT.TT.fT. 
58 HT.TT.fT. 
54. HT.TT.fT. 

4 0. HT.TT.fH. 
61. HT.TT.fT. 

6 2. HT.TT.fT. 
63 HT.TT.fT. 

44. HT.TT.fT. 
05. HT TT.fr. 
66. HT.TT.fT. 
6 7. HT.TT.fT. 

6 S. HT.TT.fr. 

69. HT.TT.fr. 

7 4. HT. TT.fr. 
71. HT.TT.fT. 
7 2. HT.TT.fT. 
73 HT.TT.fT. 
74. HT.TT.fT. 
7 5. HT.TT.fr. 

70. HT.TT.fr. 

77. HT. TT.fr. 

78. HT.TT.fr. 

79. HT.TT.fr. 
SO. HT.TT.fr, 
81. HT.TT.fT. 


675 (H) nEYH 2-6-38 

676 (h) TEE? 2-6-88 
677(h) HTfftr 2-G-88 
681(H) HTTfS 6-6-SJ 
735(H) Tiff? 24-6-88 
813 (h) HfW 27-7-88 
944(H) tEEt 21—9—88 
43(H) tEEs 20-1-89 
44(H) HTffg- 20-1-94 
100 (h) FtEEt 14-2-88 
4 13(h) flEEtf 12-4-89 
58S(H) tEEt 2-6-89* 

6<H(H) tEpJ 11-7-89 
7 84(h) hEEt 28-8-89 

16 (h) tEEt i-io-s9 

731(H) tEEs 23-8-90 
865(h) TRl^T 25-10-90 
11(H) HfftTr 7-1-9 1 
223(H) tEE?T 19-4-01 
246(H) TRYh 1-5-91 
301(h) TEE? 7-6-01 
302(H) HEfT 7-6-9 1 
191 (h) tlEEr 2 5-7-9 1 
495 (h) mfra- 25 - 7-91 
532(h) HffT 14-fi-Hl 
626 (h) hEH 11-10-9 1 
663(H) TEflf 7-11-9 1 
730 (h) hET»T 10-12-9 1 
59(H) hET’J 22-1-92 
305(H) TEEt 4-3-92 
445(h) TEET 30-4-92 
597(H) TEEt 17-6-92 
663(H) tEW 3-7-92 
723(H) TTfET 11-8-92 
796(H) tEEt 1-10-92 
877(H) tEP 3 17-11-92 
909(H) mffH 2-12-92 
923(H) TEES' 14-12-92 
27(H) hEYHT 22-1-93(Hf3TH) 
28(H) TItEj 22-1-93 
8 6(H) tETO 2 6-2-9 3 
296(H) TEYU 24-3-93 
373(H) TEES i .)-4-9 3(TjfaTW) 
374(H) TTfET 1 3-4-9 3(T[fim) 
447 (h) TEEl 10-6-93(7jfjTtT) 
659(H) tEEt 19-10-93 
673(H) 'TEYn 27-10-93 

ios(h) nEYcr 22 - 2-94 
109(H) tEEi 22-2-94 
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MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 
NOTIFICATION 
New Delhi, the 7th April, 1994 

G.S.R. 370(E).—Whereas a draft of certain 
rules further to amend the Drugs and Cosmetics 
Rules, 1945 was published as required by Sec¬ 
tions 12 and 33 of the Drugs and Cosmetics Act. 
194 U (23 of 1940), with the Notification of the 
Government of India, in the Ministry of Health 
and Familv Welfare (Department of Health) No. 
GSR 364(E) dated the 2nd April, 1993. In the 
Gazette of India. Extraordinary Part II, Section 
3, Sun-Section < i), dated the 2nd April, 1993, 
inviting the objections and suggestions from all 
persons likely to be affected thereby before the. ex¬ 
piry of period of sixty days from the date on which 
the copies of the Gazette were made available to 
the public. 

And whereas the copies of the Gazette were 
made available to the public on the 27-7-1993, 

And whereas no objections and suggestions have 
been received from the public on the said draft 
rules by the Central Government. 

N "v, therefore, in exercise of the powers con¬ 
ferred by the Sections, 12 and 33 of the said Act, 
the Central Government, after consultation with 
the Drugs Technical Advisory Board, hereby 
makes the following rules further to amend the 
Drug" and Cosmetics Rules, 1945, namely:— 

1. (1) These rules may be called the Drugs and 
Cosmetics (Illrd Amendment) Rules, 1994. 

(2) They shall come into force on the date of 
their publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945 
(hereinafter referred to as the said rules), in the 
preamble for the words, figures and bracket" “Sec¬ 
tions 6(2), 12 and 33” the fallowing shall be sub¬ 
stituted, namely:-— 


“Sections 6(2), 12, 33 and 33 (N)” 

3 In rule 127 of the said rules, under the head¬ 
ing ‘Natural Colours’ after the entries the follow 
ing entry shall be added at the end, namely:— 

“Black Oxide of iron”. 

4. In the said rules, in Form 18, for the words 
“name of drug” the words “Name of drug|cosme- 
‘ ” be 


5. In the said rules, in Form 20-G, under the 
heading 'conditions of the licence’, after serial 
No. 5 and entries relating thereto, the following 
shall be inserted, namely:—■ 

“The licensee shall inform the licensing au¬ 
thority in writing in the event of any 
change in the constitution of the firm 
operating under the licence, where any 
change in the constitution of the firm 
takes place. The current licence shall be 
deemed to be valid for a maximum 
period of three months from the date on 
which the change takes place unless in 
the meantime, a fresh licence has been 
taken from the licensing authority in the 
name of the firm with the changed con¬ 
stitution”. 

6. In the said rules, in Form 26, after serial 
number 2 and entries relating thereto, the follow¬ 
ing shall be inserted namely:— 

“3. Names of the drugs (each item to be sep¬ 
arately specified). 

7. In Form 26-C after serial number 2 and en¬ 
tries relating thereto, the following shall be insert¬ 
ed, namely :— 

“3. Name of tbe drugs (each item to be sep¬ 
arately specified).” 

[No. X. 11014[6|92-DMS & PFA] 
SHATLAJA CHANDRA, Jt. Secy. 


Note : The Drugs k Cov.ueuc.-, Rules, 1945 as 
amended upto 5-5 1979 is contained in the publi¬ 
cation of the Minrarv of Health &, Family Well’aie 
(Department oL Health) contain# the Drugs & 
Cosmetics Act and the Rules (PDGHS-61). Sub¬ 
sequently the said rules have been amended by the 
following notifications published in Part 11, Sec¬ 
tion 3, Sub-section (i) tf the Gazette ol India, 
namely :—- 

1. GSR 1241 dated 6-10-1979. 

2. GSR 1242 dated 6-10-1979. 

3. GSR 1243 dated 6-10-1979. 

4. GSR 1281 dated 12-10-1979. 

5. GSR 430 dated 19-04-1980. 

6. GSR 779 dated 26-7-1980. 

7. GSR 540(E) dated 22-9-1980. 

8. GSR 680(E) dated 5-12-1980. 

9. GSR 631(E) dated 5-12-1980. 

10. GSR 682(E) dated 5-12-1980 

11. GSR 27(E) dated 17-1-1981. 

12. GSR 478(E) dated 6-8-1981. 

13. GSR 62(E) dated 5-2-1982. 

14 ( ’ 462(TC " -6-19 > j 
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15. GSR 510(E) dated 26-7-1982. 


16. 

GSR 13(E) dated 7-1-1983. 


17. 

GSR 318(E) dated 1-5-1984. 


18. 

GSR 331(E) dated 8-5-1984. 


19. 

GSR 460(E) dated 20-6-1984. 


20. 

GSR 487(E) dated 2-7-1984, 


21. 

GSR 89(E) dated 16-2-1985. 


22. 

GSR 788(E) dated 10-10-1985. 


23. 

GSR 17(E) dated 7-1-1986. 


24. 

GSR 1049(E) dated 29-8-1986. 


25. 

GSR 1060(E) dated 5-9-1986. 


26. 

GSR 1115(E) dated 30-9-1986. 


27. 

GSR 71(E) dated 30-1-1987. 


28. 

GSR 570(E) dated 12-6-1987. 


29. 

GSR 626(E) dated 2-7-1987. 


30. 

GSR 792(E) dated 17-9-1987. 


31. 

GSR 371(E) dated 24-3-1988. 


32. 

GSR 75(E) dated 2-6-1988. 


33. 

GSR 675(E) dated 2-6-1988. 


34. 

GSR 676(E) dated 2-6-1988. 


35. 

GSR 677(E) dated 2-6-1988. 


36. 

GSR 680(E) dated 6-6-1988. 


37. 

GSR 735(E) dated 24-6-1988. 


38. 

GSR 813(E) dated 27-7-1988. 


39. 

GSR 944(E) dated 21-9-1988 
gendum. 

Corri- 

40. 

GSR 43(E) dated 20-1-1989 
gendum. 

Corri- 

41. 

GSR 44(E) dated 20-1-1989 
gendum. 

Corri- 

42. 

GSR 100(E) dated 14-2-1989 
gendum. 

Corri- 

43. 

GSR 443(E) dated 12-4-1989. 


44. 

GSR 588(E) dated 2-6-1989 
gendum. 

Corri- 

45. 

GSR 691(E) dated 11-7-1989. 


46. 

GSR 784(E) dated 28-8-1989. 


47. 

GSR 16(E) dated 10-1-1990. 



48.' GSR 731(E) dated 23-8-1990. 

49.. GSR 865(E) dated 25-10-1990. 

50. GSR 11(E) dated 7-1-1990. 

51. GSR 223(E) dated 19-4-1991. 

52. GSR 246(E) dated 1-5-1991. 

53. GSR 301(E) dated 7-6-1991. 

54. GSR 302(E) dated 7-6-1991. 

55. GSR 491(E) dated 25-7-1991. 

56. GSR 495(E) dated 25-7-199). 

57. GSR 532(E) dated 14-8-1991. 

58. GSR 626(E) dated 1-10-1991. 

59. GSR 668(E) dated 1-11-1991. 

60. GSR 730(E) dated 10-12-1991. 

61. GSR 59(E) dated 22-1-1992. 

62. GSR 305(E) dated 4-3-1992 Corri¬ 

gendum. 

63. GSR 445(E) dated 30-4-1992. 

64. GSR 597(E) dated 17-6-1992. 

65. GSR 663(E) dated 3-7-1992. 

66. GSR 723(E) dated 11-8-1992. 

67. GSR 796(E) dated 1-10-1992. 

68. GSR 904(E) dated 2-11-1992. 

69. GSR 877(E) dated 17-11-1992. 

70. GSR 923(E) dated 14-12-1992. 

71. GSR 27(E) dated 22-1-1993 Corri¬ 
gendum. 

72. GSR 28(E) dated 22-1-1993. 

73. GSR 86(E) dated 26-2-1993. 

74. QSR 296(E) dated 24-3-1993. 

75. GSR 373(E) dated 13-4-1993. 

76. GSR 374(E) dated 13-4-1993. 

77. GSR 447(E) dated 10-6 1993 (Corri¬ 
gendum). 

78. GSR 658(E) dated 19-10-1993. 

79. GSR 673(E) dated 27-10-1993. 

80. GSR 108(E) dated 22-2-1994. 

81. GSR 109(E) dated 22-2-1994. 
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